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DECLARATION UNDER 37 CFR 1.131 
I, Dr. Sean T, O'Mara, do hereby declare that: 

1. I am the inventor of the invention described and claimed in U.S. Patent 
Application Serial Number 1 0/086,940. 

2. The present application was filed on March 1 , 2002, and claims priority to 
U.S. Provisional Application No. 60/273,795, filed March 5, 2001. 

3. 1 have reviewed the Office Action mailed June 27, 2006, the Office Action 
mailed December .28, 2006, and the Advisory Action mailed March 5, 2007, in the subject 
application. The Office Action mailed December 28, 2006, rejected claims 66-71 and 73-78 
based in whole or m part on tho disclosure of U.S. Patent No. 6,820,614 issued to Boriutti on 
November 23, 200h, 

4. In the Advisory Action the Examiner indicated insufficient detail was 
provided regarding^ the dates of due diligence in a prior declaration I submitted. In response, I 
reviewed my records pertaining to my invention in more detail. My more detailed review of my 
records refreshed ihy memory. 




/ 

5. . Prior to the December 2, 2000 filing date of Bonutti, and while in the 
Umted States, I reduced to pra ctice the method of claim 66, a method comprising "inserting an 
.ntubation-tube placement device, secured to an intubation tube, into a patient's oral cavity- 
detecting the cartiiaginous rings of the trachea via at least one tactile-accentuator device coupled 
to the intubation-tuhe placement device; forcing the intubation-tube placement device though 
the patient's vocal cords; and axially sliding the intubation tube along the intubation-tube 
Placement device such that the intubation tube follows the intubation-tube placement device 
through the patient^ vocal cords." 

6. Prior to the December 2, 2000 filing date of Bonutti, and while in the 
Umted States, I reduced to practice the method of claim 73, a method comprising "inserting an 
tntubation-tube placement device having an exploratory portion shaped to prevent the intubation- . 
tube placement device from perforating an internal body structure during insertion, into a 
patient's oral cavity; detecting the cartilaginous ring, of the trachea via at least one tactile- 
accentuator device icouplcd to the intubation-tube placement device; forcing the intubation-tube 
placement device through the patient's vocal cords; and axially sliding an intubation tube along 
the .ntubation-tube| placement device such that the intubation tube follows the intubation-tube 
placement device through the patient's vocal cords." 

7. Exhibit A attached hereto is a true and correct copy of a portion of an 
invention disclosure document prepared in the United State* by me. Exhibit A bears a date and I 
have seen the date ion the document The date is prior to the December 2, 2000, filing date of 
Bonutti. The date tod other information, as well as my signature, have been removed from the 
copy of the document submitted herewith, which I understand is permissible under Patent Office 
practice. 

8. Exhibit A shows the reduction to practice of the method of claim 66, a 
method comprising "inserting an intubation-tube placement device, secured to an intubation 
tube, into a patient^ oral cavity; detecting the cartilaginous rings of the trachea via at least one 
tactile-accontuator jdevice coupled to the intubation-tube placement device; forcing the 
intubation-tube placement device through the patient's vocal conk; and axially sliding the 
intubation tube alorig the intubation-tube placement device such that the intubation tube follows 



the mtubation-tub* placement device through the patienfs vocal cords." See the detail in 
Sections 10, and 14(a) and (b) and the Figure of Section 8. 

9. In particular, the references in Section 14 to "this device" refer to an actual 
working model having a tactUe-accentuator, and the references in Section 10 (B), (C) and (E) to 
sharing this device refer to confidential demonstrations of the actual working model on an 
anatomically correct manikin and while in the United States. Prior to the demonstrations 
referred to in Sections 10 (B). (C) and (E), I tested the actual working model on patients in the 
United States. Thus, Exhibit A shows the reduction to practice of the limitations in claim 66 
prior to the December 2, 2000, filing date of Bonutti. 

10. One of the persons to whom I demonstrated the working model and, using 
an anatomically correct manikin, the method comprising "inserting an intubation-tube placement 
device, secured to in intubation tube, into a patienfs oral cavity; detecting the cartilaginous rings 
of the trachea via at least one tactile-accentuator device coupled to the intubation-tube placement 
device; forcing the intubation-tube placement device through the patient's vocal cords; and 
axially sliding the; intubation tube along the intubation-tube placement devioe such that the 
intubation tube follows the intubation-tube placement device through the patient's vocal cords," 
was Brian O'Mara; I understand Brian O'Mara has executed a declaration which is being 
concurrently submitted herewith. 

11. Exhibit A shows the reduction to practice of the method of claim 73, a 
method comprising "inserting an intubation-tube placement devioe having an exploratory portion 
shaped to prevent; the intubation-tube placement device from perforating an internal body 
structure during insertion, into a patienfs oral cavity; detecting the cartilaginous rings of the 
trachea via at lea^t one tactile-acecntuator device coupled to the intubation-tube placement 
device; forcing the intubation-tube placement device through the patienfs vocal cords; and 
axially sliding an j intubation tube along the intubation-tube placement device such that the 
intubation tube follows the intubation»tube placement device through the patienfs vocal cords." 
See the detail in Sections 1 0, and 14(a) and (b) and the Figure of Section 8. 

12. In pnrtioular, the references in Section 14 to "this device" refer to an actual 
working model haying an exploratory portion shaped to prevent the intubation-placement device 
ftom perforating an internal body structure and a tactile-accentuator, and the references in 
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Section 10 (B), «j) and (E) to sharing this device refer to confidential demonstrations of the 
actual working model on an anatomically correct manikin and while in the United States. Prior 
to the demonstrati^ referred to In Sections 10 (B), (C) and (E), I tested the actual working 
model on patients |n the United States. Thus, Exhibit A shows the reduction to practice of the 
limitations in claim! 73 prior to the December 2, 2000, filing date of Bonutti. 

13. One of the persons to whom I demonstrated the working model and, using 
an anatomically cojTect manikin, the method comprising "inserting an intubation-tube placement 
device having an exploratory portion shaped to prevent the intubation-tube placement device 
from perforating an internal body strocture during insertion, into a patient's oral cavity; detecting 
the cartilaginous ribgs of the trachea via at least one tactile-accentuator device coupled to the 
intubation-tube placement device; forcing the intubation-tube placement device through the 
patient's vocal conjs; and axially sliding an intubation tube along the intubation-tube placement 
device such that the intubation tube follows the intubation-tube placement device through the 
patient's vocal cordjj," was Brian O'Mara. I understand Brian O'Mara has executed a declaration 
which is being concurrently submitted herewith. 

14. The date on Exhibit A is within six months of the December 2, 2000, 
filing date of Bonujti and the March 5, 2001 filing date of the provisional application. The dates 
of the demonstrations referred to in Section 10 (B), (Q and (E) are prior to the December 2, 
2000 filing date cjf Bonutti and within one year of the March 5, 2001 filing date of the 
provisional application. 

15 I further declare that all statements made herein of my own knowledge are 
true and that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that wiUM^se statements and the like so 
made are punishable by fine or imprisonment, or bothyirfder S/fction 1001 of Title 18 of the 
United States Cod£ and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 
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WITNESS DECL ARATION OF BRIAN O'MARA UNDER 37 CFRU3J 
I, Brian O'Mara, do hereby declare that: 

1. I am the brother of Sean T. O'Mara, the inventor of the invention 
described and claimed in U.S. Patent Application Serial Number 10/086,940. 

2. I understand that Exhibit A attached hereto is a true and correct copy of a 
portion of an invention disclosure document prepared in the United States by Sean T. O'Mara. I 
have reviewed Section 10 (E) of Exhibit A. Section 10 (E) of Exhibit A bears a date and I have 
seen the date on the document. The date is prior to December 2, 2000. The date and other 
information have been removed from the copy of the document submitted herewith, which I 
understand is permissible under Patent Office practice. 

3. Sean T. O'Mara demonstrated to me, using a working model of an 
intubation-tube placement device and an anatomically correct manikin, the method comprising 
"inserting an intubation-tube placement device, secured to an intubation tube, into a patient's oral 
cavity; detecting the cartilaginous rings of the trachea via at least one tactile-accentuator device 
coupled to the intubation-tube placement device; forcing the intubation-tube placement device 



through the patient's vocal cords; and axially sliding the intubation tube along the intubation-tube 
placement device such that the intubation tube follows the intubation-tube placement device 
through the patient's vocal cords." My recollection of the date of the demonstration is consistent 
with the date in Section 10 (E) of Exhibit A, which is prior to December 2, 2000. 

4. Sean T. O'Mara demonstrated to me, using the working model of an 
intubation-tube placement device and the anatomically correct manikin referred to above in 
paragraph 3, the method comprising "inserting an intubation-tube placement device having an 
exploratory portion shaped to prevent the intubation-tube placement device from perforating an 
internal body structure during insertion, into a patient's oral cavity; detecting the cartilaginous 
rings of the trachea via at least one tactile-accentuator device coupled to the intubation-tube 
placement device; forcing the intubation-tube placement device through the patient's vocal cords; 
and axially sliding an intubation tube along the intubation-tube placement device such that the 
intubation tube follows the intubation-tube placement device through the patient's vocal cords." 
My recollection of the date of the demonstration is consistent with the date in Section 10 (E) of 
Exhibit A, which is prior to December 2, 2000. 

5. I have reviewed the sketch in Section 8 of Exhibit A. This sketch is 
consistent with my memory of the working model of an intubation-tube placement device 
referred to in paragraphs 3 and 4 above. 

6. I further declare that all statements made herein of my own knowledge are 
true and that all statements made on information and belief are believed to be true; and further 
that these statements were made with the knowledge that willful false statements and the like so 
madeare punishablFbyTin^ bothTund^SectioifrrOOrof TitleT8 oftHe" 
United States Code and that such willful false statements may jeopardize the validity of the 
application or any patent issued thereon. 
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